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TABLE 14.1.1-1 


Biomarken Acetonitrile (ne/mLl 

STATISTICAL COMPARISON BETWEEN SMOKERS AND NON-SMOKERS 

OF BLOOD AND/OR PLASMA BIOMARKERS OF EXPOSURE BY TIMEPOINT AND OVERALL 

(Page 1 of?) 


Timeooint 

Statistic 

Smokers 

Non-Smokers 

F-value* 

Week 1 

N 

46 

66 

0.0000 

MEAN, GEO MEAN 

312.11,226.50 

177.19.96.82 



SD.SE 

310.759,45.819 

287.068,35.336 



MEDIAN 

206.97 

90.58 



MIN, MAX 

66.48, 1508.01 

30.00,1521.61 



5%, 95% 

80.79, 820.65 

30.00, 812.94 


BLQ Values Included 

1 

16 


Week 2 

N 

45 

66 

0.0000 

MEAN, GEO MEAN 

379.93,261.85 

177:00,113.27 



SD.SE 

358.720,53.475 

176.125,21.680 



MEDIAN 

270.20 

100.64 



MIN, MAX 

30.00,1701.68 

30.00, 756.74 



5 % 95 % 

60.93, 1002.96 

30.00,610.62 


BLQ Values Included 

1 

13 


Week 3 

N 

43 

65 

0.0000 

MEAN, GEO MEAN 

574.74,334.43 

193.85,128.84 



SD, SE 

706.381,107,722 

201.527,24.996 



median 

291.67 

124.44 



MIN, MAX 

46.59,2679.33 

3a00 1168.91 



5%, 95% 

76.49,2333.96 

30.00, 568.69 


BLQ Values Included 

0 

10 


Week 6 

N 

41 

66 

0.0004 

MEAN, GEO MEAN 

451,38,294.37 

229.35, 136.76 



SD, SE 

435.046,67.943 

234.013,28.805 



MEDIAN 

287.54 

122.41 



MIN, MAX 

31.69, 1665-36 

30.00,947.37 



5%. 95% 

97.44,1406.38 

30.00,670.92 


BLQ Values Included 

0 

13 


Overall’ 

N 

47 

66 

0.2540 

MEAN, GEO MEAN 

422,14,326.27 

194.33,158.22 



SD.SE 

311.201,45.393 

132.965, 16.367 



MEDIAN 

350.34 

157.28 



MIN, MAX 

82.80,1398.07 

30.00,701.92 



5%, 95% 

8683, 1046.64 

44 47, 452.37 



■ F-value from wilcoxon rank-sum test 

* Overall values calculated by first averaging ilie results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were converted to the upper limit of the 
BLQ (e.g., ’<l.234 r will be used as M .234 1 ) for the averages across visits within a subject thus eliminatig all BLQ values for the overall statistics. 
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TABLE 14.1,1-1 

STATISTICAL COMPARISON BETWEEN SMOKERS AND NON-SMOKERS 
OF BLOOD AND/OR PLASMA BIOMARKERS OF EXPOSURE BYTIMEPOINT AND OVERALL 

(Page 2 of 7) 


Biomarken Acetonitrile (iimol/L) 


Timepoint 

Statistic 

Smokers 

Non-Smokers 

P-value* 

Week 1 

N 

46 

66 

0.0000 

MEAN, GEO MEAN 

7609.3,5522.2 

4319.8.2360.5 



SD, SE 

7576.31. 1117.07 

6998.73.861.48 



MEDIAN 

5045.8 

2208.2 



MIN, MAX 

1620.8,36765.3 

731.4,37096.9 



5%, 95% 

1969.7, 20007.4 

731.4, 19819.5 


DLQ Values Included 

1 

16 


Week 2 

N 

45 

66 

0.0000 

MEAN, GEO MEAN 

9262.6,6384.0 

4315.4,2761.5 



SD, SE 

8745.59, 1303.72 

4293.94,528.55 



MEDIAN 

6587.5 

2453.5 



MIN, MAX 

731.4, 41487,0 

731.4, 18449.3 



5%, 95% 

1485.5, 24452.2 

731.4,14886,9 


BLQ Values Included 

1 

13 


Week 3 

N 

43 

65 

0.0000 

MEAN,GEO MEAN 

14012.2, 81S3.5 

4726.1,3141.2 



SD, SE 

17221.60,2626.26 

4913.23,609.41 



MEDIAN 

7110.9 

3033.8 



MIN, MAX 

1135.9, 65322.1 

731.4,28498.0 



5%, 95% 

1864.8,56901.9 

731.4,13864.7 


BLQ Values Included 

0 

to 


Weekfi 

N 

41 

66 

0.0004 

MEAN, UbU MfcAN 

11004.6,7176.7 

5591.6,3334.3 



SD, SE 

10606.40,1656.45 

5705.23, 702.27 



MEDIAN 

7010.2 

2984,2 



MIN, MAX 

772.6, 40601,5 

731.4,23096.9 



5%, 95% 

2375.6,34287.5 

731.4,16357.0 


BLQ Values Included 

0 

13 


Overall' 

N 

47 

66 

0.2540 

MEAN, GEO MEAN 

10291.8,7954.4 

4737.7,3857,5 



SD, SE 

7587.09, 1106,69 

3241.69,399.02 



MEDIAN 

8541.3 

3834.4 



MIN, MAX 

2018.6,34035.0 

731.4,17112.8 



5%, 95% 

2116.9,25517.1 

1084.1,11028.7 



*P-value from wilcoxonrank-sumiest. . 

' Overall valu«3 calculated by tint averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values docs not apply as lire BLQ values weic converted lu tlic upper limit uflhe 
BLQ (e.g., '<1,234' will be used as '1.2341 for tire averages across visits within a subject thus elirninatig all BLQ values for the overall statistics. 
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TABLE 14.1.1-1 

STATISTICAL COMPARISON BETWEEN SMOKERS AND NON-SMOKERS 
OF BLOOD AND/OR PLASMA BIOMARKERS OF EXPOSURE BY WMEPOINT AND OVERALL 

(Page 3 of 7) 


Biomartec Carboxyhcmoglobin (% saturation) _ 

Timepoint _ Statistic _ Sfflokets _ Non-Smotets _ P-valuc* 


Week 1 

N 

50 

66 


MEAN, GEO MEAN 

4,4, 3.3 

0.4,0.4 


SD,SE 

3.14,0.44 

0.16,0.02 


MEDIAN 

4.0 

0.3 


MIN, MAX 

03,148 

03, J.D 


5%, 95% 

0.9, 11.3 

0.3,0.7 


BLQ Values Included 

1 

40 

Week 2 

N 

49 

65 


MEAN, GEO MEAN 

4,0,2.8 

0.4,0.3 


SD.SE 

3.01,0.43 

0.16,0,02 


MEDIAN 

3.4 

0.3 


MIN, MAX 

0.3, 13.3 

0.3, U 


5%, 93% 

0.3,9,8 

0.3,0,8 


BLQ Values Included 

3 

47 

Week 3 

N 

46 

66 


MEAN, GEO MEAN 

4.7, 3.6 

0.5,0,4 


SD.SE 

3.03,0.45 

0.49,0.06 


MEDIAN 

4.0 

0.3 


MIN, MAX 

0.3,11.3 

0.3,2.8 


5%, 95% 

0.7, 10.4 

0.3,1.6 


BLQ Values Included 

I 

38 

Week 6 

N 

41 

66 


MEAN, GEO MEAN 

4,7,3.5 

0.4,0.4 


SD.SE 

2.96,0.46 

0. 20,0.02 


MEDIAN 

4.1 

0.3 


MIN, MAX 

0.3.13.9 

0.3,1.3 


S%, 95% 

0.4,9.2 

0.3,0.8 


BLQ Values Included 

2 

34 

Overall" 

N 

50 

66 


MEAN, GEO MEAN 

4,4,3,3 

0;4,0.4 


SD.SE 

2.90,0.41 

0,19,0.02 


MEDIAN 

4.0 

0.4 


MIN, MAX 

0.3,12.2 

0.3,1.3 


5%. 95% 

0.7,9.8 

03,0.8 


0.0000 


0.0000 


0.0000 



\J) 


0,0000 



0.8263 


* P-value from wilcoxon tank-sum test. 

■ Overall values calculated by fust averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values docs net apply as the BLQ values were converted to the upper limit Df the 
BLQ (e.g., '<1.234' will be used as T.234j for the averages across visits within a subject liras eliminalig all BLQ values for the overall statistics. 
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TABLE 14.1,1-1 

STATISTICAL COMPARISON BETWEEN SMOKERS AND NON-SMOKERS 
OF BLOOD AND/OR PLASMA BIOMARKERS OF EXPOSURE BY TIMEPOINT AND OVERALL 

(Page 4 of?) 


Biomarker Hb adduct of 3-aminobiphenvl (pg/g hemoglobin) 


Time point Statistic 

Smokers 

Non-Smokers 

P-value* 

Week 1 N 

49 

66 

0.0000 

MEAN, GEO MEAN 

3.S0,2.70 

059.0.54 


SD, SE 

3.377,0.482 

0.507,0.062 


MEDIAN 

2.58 

0.50 


MIN, MAX 

0.50,15.03 

0,50,4.59 


59b, 95% 

O.S7,10.43 

050, 0.77 


BLQ Values Included 

2 

54 


Week 6 N 

42 

66 

0.0000 

MEAN, GEO MEAN 

5.36,2.93 

059,055 


SD, SE 

9.783.1.510 

0.333,0.041 


MEDIAN 

3.11 

0.50 


MIN, MAX 

0.50, 63.34 

0.50,2.46 


5 %, 959S> 

O.S0,12.65 

0.50,1.35 

_ 

BLQ Values Included 

3 

60 


Overall’ N 

50 

66 

0.1746 

MEAN, GEO MEAN 

4.39,2.89 

059,0.56 

i 

SD, SE 

5.147,0.728 

0.301,0.037 


MEDIAN 

2.79 

0.50 


MIN, MAX 

0.50,32.18 

050.2.55 


5%, 95% 

0.81.13.14 

050, 1.09 



* P-value from wilcoxon rank-sum test. 

' Overall values calculated by first averaging the results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values dots not apply as the BLQ values were converted to the upper limit of the 
BLQ '.c.g., *<1.234‘ will be used as '1.234 1 ) for the averages across visits within a subject thus eliminatig all BLQ values for the overall statistics. 
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TABLE 14.1.1-1 

STATISTICAL COMPARISON BETWEEN SMOKERS AND NON-SMOKERS 
OF BLOOD AND/OR PLASMA BIOMARKERS OF EXPOSURE BYTIMEPOINT AND OVERALL 

(Page 5 of?) 


Biomaikei: Hb adduct of 4-aminobipbem r l hemoglobin) ______ 

Timepoint_ Statistic _ Smokers _ Non-Smokers _ P-value* 


Week 1 N 

49 

66 

0.0000 

MEAN. GEO MEAN 

3439,28.34 

7.27, 652 


SD.SE 

21.781,3.112 

3.684,0.454 


median 

28.94 

6.66 


MIN, MAX 

5.35,100.50 

2.49,23.25 


5%. 9S% 

R56, 87.23 

3.12,1359 


BLQ Values Included 

0 

0 


Week 6 N 

42 

66 

0.0000 

MEAN, GEO MEAN 

59.01,37.81 

8.83,7.99 


SD.SE 

120.309, 18.564 

4,529,0.557 


MEDIAN 

38.15 

7,52 


MIN, MAX 

7.27,808.80 

4.09,27.86 


5%, 95% 

9.56,90.32 

4.36,16,50 


BLQ Values Included 

0 

0 


Overall’ N 

50 

66 

0.2831 

MEAN, GEO MEAN 

44.31,33.14 

8.06,7.37 


SD.SE 

56.254, 7.956 

3.797,0.467 


MEDIAN 

34.25 

7.04 


MIN, MAX 

6.31,408.68 

3.62,22.96 


5%. 95% 

11.43,82,02 

3.88,15.04 



" P-value from wilcoxou rank-sum test. 

' Overall values calculated by fust averaging tire results across visits within a subject, then calculating the descriptive statistics across subjects. Count of BLQ values does not apply as the BLQ values were converted to the upperlimit of the 
BLQ(e.g. r '<1.234' will be used as '1.2.1 f) for the averages acmes visits within a subject thus elirninatig all BLQ values for the overall statistics. 
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